
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville MD 20857 

December 19,2002 
. 

Marilyn A. Friedly 
PharmaForce, Inc. 
1507 Chambers Road 
Columbus, Ohio 432 12 

Re: Docket No. 02P-0127/CPl 

Dear Ms. Friedly: 

This letter responds to your citizen petition dated March 25,2002, requesting that the 
Food and Drug Administration (FDA) determine whether PHENERGAN (promethazine 
hydrochloride (HCl) injection USP) 25 milligrams (mg)/milliliter (mL), 10 mL (NDA 
No. O&857), previously marketed by Wyeth Laboratories Inc., was voluntarily 
withdrawn or withheld from sale for safety or efficacy reasons. 

The FDA has reviewed its records and determined that PHENERGAN (NDA No. 0% 
857) was not withdrawn from sale for reasons of safety or effectiveness. The FD& will 
maintain PHENERGAN (promethazine HCl injection USP) 25 mg/mL, 10 mL, in the 
“Discontinued Drug Product List” of Approved Drugs with Therapeutic Equivalence 
Evaluations (the Orange Book). 

Enclosed is a copy of the Federal Register notice that announces the FDA determination. 
If you require any further information, please feel free to call me at (301) 594-5638. 

Sincerely, 

Nil&i Mueller 
Office of Regulatory Policy 
Center for Drug Evaluation and Research 

Enclosure 
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1 Advisorv Committee 
CommIttee Name Dates of Meetings 5-Diglt Information 

Line Code 

Hematology and Pathology Devices Panel 

Immunology Devices Panel 

Medlcal Devices Dispute Resolution Panel 

MicrobIology Devices Panel 

Molecular and Clinical Genetics Panel 

Neurological Devices Panel 

19; December 8-9 

Obstetrics and Gynecology Devices Panel March 3-4, June 9-10, 12524 
September 8-9, No- 
vember 3-4 

Ophthalmic Devices Panel March 13-14, May 22- 12396 
23, July IO-I 1, Sep- 
tember 11-12, No- 
vember 6-7 

/ 
Orthopaedic and Rehabilitation Devices Panel February 20-21, May 

29-30. Auaust 27- 
28, N&ember 20- 
21 

12521 

Radiological Devices Panel February 4, May 20. 12526 
August 12, Novem- 
ber 18 

ational Mammography Quality Assurance Advisory Committee April 7-8, September 
8-9 

12397 

schnical Electronic Product Radiation Safety Standards Committee June 18 12399 

ENTER FOR VETERINARY MEDICINE 

eterinary Medicine Advisory Committee 

ATIONAL CENTER FOR TOXICOLOGICAL RESEARCH 

May 15, September 15 12548 

dvisory Committee on Special Studies Relating to the Possible Long-Term Health Effects of 
Phenoxy Herbicides and Contaminants 

Fe;;?- 

cience Advisory Board to the National Center for Toxlcological Research June 3-5 12559 

Dated: December 12, 2002. DEPARTMENT OF HEALTH AND ACTION: Notice. 
Will iam K. Hubbard, HUMAN SERVICES 
Associate CommxsionerforPokyand 
Planning. Food and Drug Administration 

[FR DOC. oz.-31994 Filed 12-18-02; 8:45 am] [Docket No. OZP-01271 
B,LL,NG CODE 4160-01-6 

Determination That PHENERGAN 
(Promethazine Hydrochloride Injection 
USP) 25 Milligrams/Milliliter, 10 
Milliliters, Was Not Withdrawn From 
Sale for Reasons of Safety or 
Effectiveness 

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
that PHENERGAN (promethazine 
hydrochloride (HCl) injection USP) 25 
milligrams (mg)/milliliter (mL), 10 mL, 
was not withdrawn from sale for reasons 
of safety or effectiveness. This 
determination will allow FDA to 
approve abbreviated new drug 
applications (ANDAs) for promethazine 
HCl injection USP 25 mg/mL, 10 mL. AGENCY: Food and Drug Administration, 

HHS. 
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F O R  F U R T H E R  I N F O R M A T I O N  C O N T A C T :  
Nico le  Mue l le r ,  Cen te r  for  D r u g  
Eva lua t i on  a n d  R e s e a r c h  (HFD-7) ,  F o o d  
a n d  D r u g  Admin is t ra t ion ,  5 6 0 0  F ishers  
L a n e ,  Rockvi l le ,  M D  2 0 8 5 7 , 3 0 1 - 5 9 4 -  
2041.  
S U P P L E M E N T A R Y  INFORMATION:  In  1 9 8 4 ,  
C o n g r e s s  e n a c t e d  the  D r u g  Pr i ce  
Compet i t i on  a n d  Pa ten t  T e r m  
Res to ra t ion  Act  of  1 9 8 4  (Pub l i c  L a w  9 8 -  
4 1 7 )  ( the  1 9 8 4  a m e n d m e n t s ) ,  wh i ch  
au tho r i zed  the  a p p r o v a l  of  dup l i ca te  
vers ions  of  d r u g  p roduc ts  a p p r o v e d  
u n d e r  a n  A N D A  p r o c e d u r e .  A N D A  
sponso rs  must ,  wi th  cer ta in  except ions ,  
s h o w  that  the  d r u g  for  wh i ch  they  a r e  
seek ing  a p p r o v a l  con ta ins  the  s a m e  
act ive i ng red ien t  in  the  s a m e  s t reng th  
a n d  d o s a g e  fo rm as  the  “listed d rug ,” 
wh i ch  is a  ve rs ion  of  the  d r u g  that  w a s  
p rev ious ly  a p p r o v e d  u n d e r  a  n e w  d r u g  
app l i ca t ion  (NDA) .  S p o n s o r s  of  A N D A s  
d o  no t  h a v e  to r e p e a t  the  ex tens ive  
cl in ical  test ing o < h e r w i s e  necessa ry  to 
e a i n  a a n r o v a l  of  a n  NDA.  T h e  on lv  
“, I I  

cl in ical  d a t a  r e q u i r e d  in  a n  A N D A  a r e  
d a t a  to s h o w  that  the  d r u g  that  is the  
sub jec t  of  t he  A N D A  is b ioequ iva len t  to 
the  l is ted d rug .  

T h e  1 9 8 4  a m e n d m e n t s  i nc lude  wha t  
is n o w  sect ion  505 ( j ) (7 )  of  t he  F e d e r a l  
Food .  D rue .  a n d  Cosmet ic  Act  ( 2 1  U.S.C. 
355( j j (7 ) ) ,kh ich  requ i res  FDAto  
pub l i sh  a  list of  a l l  a p p r o v e d  d rugs .  
F D A  pub l i shes  this list as  par t  of  t he  
“A p p r o v e d  D r u g  P roduc ts  W ith 
The rapeu t i c  E q u i v a l e n c e  Eva lua t ions ,” 
wh i ch  is gene ra l l y  k n o w n  as  the  
“O r a n g e  Book .” U n d e r  F D A  regu la t ions ,  
d r u g s  a r e  w i t hd rawn  f rom the  list if t he  
a g e n c y  w i thd raws  o r  s u s p e n d s  a p p r o v a l  
of  t he  d r u g ’s N D A  o r  A N D A  for  r e a s o n s  
of  safety o r  e f fect iveness o r  if F D A  
de te rm ines  that  the  l is ted d r u g  w a s  
w i t hd rawn  f rom sa le  for  r e a s o n s  of  
safety o r  e f fect iveness ( 2 1  C F R  314 .162 ) .  

U n d e r  $ j  314 .161 (a ) ( l )  ( 2 1  C F R  
314 .161(a ) ( l ) ) ,  t he  a g e n c y  must  
d e t e r m i n e  w h e t h e r  a  l is ted d r u g  w a s  
w i t hd rawn  f rom sa le  for  r e a s o n s  of  
safety o r  e f fect iveness b e f o r e  a n  A N D A  
that  re fers  to that  l is ted d r u g  m a y  b e  
a p p r o v e d .  F D A  m a y  no t  a p p r o v e  a n  
A N D A  that  d o e s  no t  re fe r  to a  l is ted 
d rug .  

P H E N E R G A N  ( p r o m e t h a z i n e  HCl  
in jec t ion U S P )  2 5  mg/mL,  1 0  mL,  is the  
sub jec t  of  a p p r o v e d  N D A  0 8 - 8 5 7  h e l d  
by  W y e t h  Pharmaceu t i ca ls ,  a  d iv is ion of  
Wyeth .  P H E N E R G A N  ( p r o m e t h a z i n e  
HCl  in jec t ion U S P )  2 5  mg/mL,  1 0  mL,  
is i nd ica ted  for  cer ta in  types of  a l le rg ic  
reac t ions  a n d  sedat ion .  In a  c i t izen 
pet i t ion d a t e d  M a r c h  25 ,  2 0 0 2  (Docke t  
No .  0 2 P - 0 1 2 7 ) ,  submi t ted  u n d e r  
5  3 1 4 . 1 6 1  a n d  2 1  C F R  10 .30 ,  
P h a r m a F o r c e ,  Inc., r e q u e s t e d  that  the  
a g e n c y  d e t e r m i n e  w h e t h e r  

P H E N E R G A N  ( p r o m e t h a z i n e  HCl  
in jec t ion U S P )  2 5  mg/mL,  1 0  mL,  w a s  
w i t hd rawn  f rom sa le  for  r e a s o n s  of  
safety o r  ef fect iveness.  T h e  pet i t ioner  
seeks  this de te rm ina t i on  in  p r e p a r a t i o n  
for  f i l ing a n  A N D A  for  p r o m e t h a z i n e  
HCl  in jec t ion U S P  2 5  mg/mL,  1 0  mL.  

T h e  a g e n c y  h a s  d e t e r m i n e d  that  
W y e t h ’s P H E N E R G A N  ( p r o m e t h a z i n e  
HCl  in jec t ion U S P )  2 5  mg/mL,  1 0  mL,  
w a s  no t  w i t hd rawn  f rom sa le  for  r e a s o n s  
of  safety o r  ef fect iveness.  In suppo r t  of  
this f ind ing,  w e  n o t e  that  W y e t h  
con t inues  to marke t  P H E N E R G A N  for  
in jec t ion in  2 5  m g / m L  a n d  5 0  mg/mL,  
1 - m L  vials. T h e  2 5  mg/mL,  1 0  m L  
p roduc t  is a  mu l t i dose  vial  cons is t ing  of  
the  s a m e  d r u g  as  the  2 5  m g / m L  a n d  5 0  
mg/mL,  l -mL  vials. A lso,  p r o m e t h a z i n e  
HCl  is a  w ide ly  u s e d  p roduc t  that  h a s  
b e e n  m a r k e t e d  for  m a n y  d e c a d e s  in  
m a n y  d o s a g e  forms.  A l t h o u g h  o n e  
potent ia l  c o n c e r n  wi th  a n y  mu l t i dose  
in jec tab le  p roduc t  is the  possibi l i ty  of  
acc iden ta l  ove rdose ,  t he re  is n o  
e v i d e n c e  that  the  w i thd rawa l  f rom the  
marke t  of  P H E N E R G A N  ( p r o m e t h a z i n e  
HCl  in jec t ion)  2 5  mg/mL,  1 0  mL,  w a s  in  
a n y  w a y  c o n n e c t e d  to acc iden ta l  
ove rdose .  F D A  h a s  i n d e p e n d e n t l y  
eva lua ted  re levan t  l i tera ture a n d  d a t a  
for  a d v e r s e  even t  repor ts  a n d  h a s  f o u n d  
n o  in fo rmat ion  that  w o u l d  ind ica te  this 
p roduc t  w a s  w i t hd rawn  for  r e a s o n s  of  
safety o r  ef fect iveness.  

A fter cons ide r i ng  the  c i t izen pet i t ion 
a n d  rev iew ing  its records ,  F D A  
de te rm ines  that,  for  the  r e a s o n s  ou t l i ned  
prev ious ly ,  W y e t h ’s P H E N E R G A N  
( p r o m e t h a z i n e  HCl  in jec t ion U S P )  2 5  
mg/mL,  1 0  mL,  w a s  no t  w i t hd rawn  f rom 
sa le  for  r e a s o n s  of  safety o r  
ef fect iveness.  Accord ing ly ,  t he  a g e n c y  
wil l  con t i nue  to list P H E N E R G A N  
( p r o m e t h a z i n e  HCl  in jec t ion U S P )  2 5  
mg/mL,  1 0  mL,  in  the  “D iscon t inued  
D r u g  P roduc t  List” sec t ion  of  the  O r a n g e  
Book .  T h e  “D iscon t inued  D r u g  P roduc t  
List” de l inea tes ,  a m o n g  o the r  i tems, 
d r u g  p roduc ts  that  h a v e  b e e n  
d i scon t i nued  f rom marke t i ng  for  r e a s o n s  
o the r  t h a n  safety o r  ef fect iveness.  
A N D A s  that  re fe r  to P H E N E R G A N  
( p r o m e t h a z i n e  HCl  in jec t ion U S P )  2 5  
mg/mL,  1 0  mL,  m a y  b e  a p p r o v e d  by  the  
agency .  

Da ted .  D e c e m b e r  8,  2 0 0 2  
Marga re t  M.  Dotzel ,  
Assistant  Commiss ione r  for Po luzy .  
[FR D O C  0 2 - 3 1 9 1 0  Fi led  1%18-02 ;8 .45  am]  
B I L L I N G  C O D E  4 1 6 0 - 0 1 - S  

D E P A R T M E N T  O F  H E A L T H  A N D  
H U M A N  S E R V I C E S  

F o o d  a n d  D rug  Admin is t ra t ion  

[Docket No.  O Z D - 0 2 8 9 ]  

Med ica l  Devices;  C lass  II Spec ia l  
Cont ro ls  G u i d a n c e  Document :  Surg ica l  
Sutures;  G u i d a n c e  for Industry a n d  
FDA;  Avai lab i l i ty  

A G E N C Y :  F o o d  a n d  D r u g  Admin is t ra t ion ,  
HHS.  
ACTION:  Not ice.  

S U M M A R Y :  T h e  F o o d  a n d  D r u g  
Admin is t ra t ion  (FDA)  is a n n o u n c i n g  the  
avai labi l i ty  of  t he  g u i d a n c e  ent i t led 
“Class  II Spec ia l  Con t ro ls  G u i d a n c e  
Documen t :  Su rg i ca l  Su tu res ;  G u i d a n c e  
for  Indust ry  a n d  FDA.” This  g u i d a n c e  
wil l  se rve  as  a  spec ia l  cont ro l  for  the  
a b s o r b a b l e  p o l y d i o x a n o n e  surg ica l  
( P D S )  su tu re  wh i ch  is b e i n g  rec lass i f ied 
f rom c lass III to  c lass II (spec ia l  
cont ro ls )  e l s e w h e r e  in  this i ssue  of  the  
F e d e r a l  Regis ter .  Th is  g u i d a n c e  
d o c u m e n t  is immed ia te ly  in  effect as  the  
spec ia l  cont ro l  for  the  a b s o r b a b l e  P D S  
suture ,  bu t  it r ema ins  sub jec t  to 
c o m m e n t  in  a c c o r d a n c e  wi th  the  
a g e n c y ’s g o o d  g u i d a n c e  pract ices 
( G G P s ) .  

A lso,  e l s e w h e r e  in  this i ssue  of  the  
F e d e r a l  Regis ter ,  F D A  is pub l i sh ing  a  
p r o p o s e d  ru le  to a m e n d  e igh t  o the r  
surg ica l  su tu re  dev i ce  c lassi f icat ion 
regu la t i ons  in  o r d e r  to des igna te  this 
g u i d a n c e  as  the  spec ia l  cont ro l  for  e a c h  
such  dev ice .  A fter pub l i c  c o m m e n t s  a r e  
rev iewed ,  F D A  in tends  to i ssue  a  f inal  
ru le  for  the  e igh t  o the r  surg ica l  su tu res  
a n d  m a k e  this g u i d a n c e  ef fect ive as  the  
spec ia l  cont ro l  g u i d a n c e  for  t hose  
su tu res  in  add i t i on  to the  P D S  suture ,  
for  a  total  of  n i n e  su tu re  types.  Th is  
g u i d a n c e  is no t  f inal  n o r  is it in  effect 
at  this t ime for  the  e igh t  surg ica l  su tu res  
for  wh i ch  it is b e i n g  p r o p o s e d  as  a  
spec ia l  contro l .  
D A T E S :  Submi t  wr i t ten o r  e lec t ron ic  
c o m m e n t s  c o n c e r n i n g  this g u i d a n c e  by  
M a r c h  19 ,  2 0 0 3 .  
A D D R E S S E S :  Submi t  wr i t ten reques ts  for  
s ing le  cop ies  o n  a  3 .5” d isket te of  the  
draf t  g u i d a n c e  d o c u m e n t  ent i t led “Class  
II Spec ia l  Con t ro ls  G u i d a n c e  Documen t :  
Su rg i ca l  Su tu res ;  G u i d a n c e  for  Indust ry  
a n d  F D A ” to the  Div is ion of  Sma l l  
Manufac tu re rs ,  In ternat iona l ,  a n d  
C o n s u m e r  Ass is tance (HFZ-220) ,  Cen te r  
for  Dev ices  a n d  Rad io log ica l  Hea l th  
(CDRH) ,  F o o d  a n d  D r u g  Admin is t ra t ion ,  
1 3 5 0  P icca rd  Dr., Rockvi l le ,  M D  2 0 8 5 0 .  
S e n d  two  se l f -add ressed  a d h e s i v e  labe ls  
to assist  that  of f ice in  p rocess ing  y o u r  
reques t ,  o r  fax y o u r  reques t  to 3 0 1 - 4 4 3 -  
8818.  


